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DETAILED ACTION 

1 . This action is in response to Applicant's amendment received 1 2/1 0/07. 

Drawings 

2. The drawings were received on 12/10/07. These drawings are accepted. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 20 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Applicant claims the step of performing 
neuromonitoring while the device is used to retract a surgical worksite. Examiner 
cannot find support for such a claim in the originally filed disclosure, hence said claim is 
being treated as new matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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4. Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is not clear what the claimed "result of said 
neuromonitoring" is. Further, "the result" in claim 20 lacks sufficient antecedent basis. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1, 3, 5, 11 and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mayer et al. (US 5,728,046) in view of Mathews et al. (US 
6,206,826): 

6. Mayer discloses a surgical retractor system (see Figures 1 -2) for accessing a 
target site within a spine (i.e. column 1, lines 31-34), wherein said system comprises a 
primary retractor assembly having a handle assembly (i.e. frame assembly, 5) and three 
separate retractor blades (7,18,19) removably coupled thereto. This handle assembly is 
adapted to move each retractor blade between open and closed positions via holders 
(8,9) and corresponding holding arms (1 0,1 1 ). The overhead view of Figure 2 shows 
the system in an open position wherein each retractor blade is positioned generally 
away from one another. However, when holding arms (1 0,1 1 ) are extended 
longitudinally toward the center of the assembly, the system reverts back to a closed 
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position wherein each of retractor blades are generally adjacent to on one another. 
Mayer further discloses a supplemental retractor assembly having an arm (i.e. 20/21) 
with a fourth retractor blade (i.e. 32) removably coupled to said arm (i.e. via threaded 
spindle 29 and corresponding nuts 30,31). This arm (20/21) is shown coupled to the 
handle assembly (5) of the primary retractor assembly in Figures 1 and 2. The fourth 
retractor blade (32) is adapted to be introduced into the surgical site as shown in 
Figures 1-2, and which is capable of being moved to expand the worksite via threaded 
spindle (29) and corresponding nuts (30,31). Additionally, the system of Mayer includes 
at least one shim member (i.e. 36) adapted to be coupled to one of the retractor blades 
(see Figures 1-3), wherein said shim member includes a contiguous extension which is 
dimensioned to extend past the retractor blade as shown (see Figure 3). Mayer fails to 
disclose the use of a distraction assembly in conjunction with the aforementioned 
retractor assembly. 

7. Mathews teaches a system for accessing a surgical target site comprising using 
a distraction assembly (i.e. D) in conjunction with a retractor assembly (see also Figure 
21), wherein said distraction assembly is adapted to create a distraction space in a 
vertebral work site (column 1 1 , lines 28-34). The retractor assembly shown by Mathews 
additionally includes four retractor blades (i.e. 10) which can be introduced 
simultaneously over the distraction assembly to the surgical target site (i.e. see Figures 
21 ). Therefore, it would have been obvious to one having ordinary skill in the art at the 
time of Applicant's invention to modify the system of Mayer by including the distraction 
assembly as taught by Mathews in order to simultaneously distract the affected 
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vertebral disc space while also retracting said space. With respect to claim 3, the 
assembly of Mathews can include a plurality of sequential dilators (column 1 0, lines 59- 
65). 



8. Claims 2 and 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mayer in view of Mathews, as applied to claim 1 above, and further in view of 
Luque (US 4,913,134): 

9. Mayer and Mathews disclose the system as previously described in detail. 
Additionally, Mathews discloses the distraction assembly shown in Figure 21 is capable 
of being slideably passed over a guidewire if desired (column 10, lines 52-58). 
Mathews fails to disclose that the guidewire is a kirschner wire. 

1 0. Luque teaches a spinal fixation system which utilizes a guidewire (1 7) that can 
be a kirschner wire (column 3, lines 59-61). Therefore, it would have been obvious to 
one having ordinary skill in the art at the time of Applicant's invention to modify the 
guidewire of Mathews by using a kirschner wire as taught by Luque in order to provide a 
fixation means to the bone (Examiner further notes that a k-wire is a type of guidewire). 



1 1 . Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayer in 
view of Mathews Luque, as applied to claim 2 above, and further in view of Arthur (US 
972,983): 

12. Mathews discloses the dilator as previously described above, but fails to specify 
that the dilator is a split-type dilator. Arthur, however, teaches a split dilator (i.e. see 
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Figure 7-8). Therefore, it would have been obvious to one having ordinary skill in the art 
at the time of Applicant's invention to modify the dilator of Mathews by utilizing a split 
dilator as taught by Arthur in order to increase efficiency by making operation of the 
device easier (column 1, lines 14-17). 

13. Claims 6-8, 13 and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mayer in view of Mathews, as applied to claim 5 above, and further in 
view of Underwood et al. (US 2001/0056280): 

14. Mayer and Mathews disclose the system as previously described above, but fail 
to show the assembly includes stimulation electrodes. 

15. Underwood, however, teaches a retractor for use in spine surgery (i.e. 278), 
wherein said retractor includes a stimulation electrode (112) positioned near a distal end 
of the distraction system (see Figure 13). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time of Applicant's invention to include a stimulation 
electrode with the retractor of Mayer in order to move, contract, and otherwise modify 
the tissue structures at the surgical site by using a an electric stimulus as taught by 
Underwood. As to claims 7-8 and 20, the system can further comprise a control unit 
which is capable of electrically stimulating the electrode, sensing a response from 
stimulation of a nerve or muscle, and communicating to a user (i.e. paragraphs 0058 
and 0071). As to claim 13, the control unit of Underwood can comprise a display (i.e. 
32). 
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16. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayer in 
view of Mathews and Luque, as applied to claim 2, and further in view of Kraus (US 
4,611,597): 

1 7. Luque discloses the use of a k-wire as previously described, but fails to specify 
that said k-wire further comprises a stimulation electrode. 

18. Kraus, however, teaches the use of a k-wire for insertion into bone, in which said 
k-wire further includes an electrode (column 3, lines 55-63). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of Applicant's invention to 
modify the k-wire of Luque by adding an electrode to its tip in order to provide a means 
for providing an electric stimulus for stimulating bone growth as taught by Kraus. 

19. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayer in 
view of Mathews and Underwood, as applied to claim 7 above, and further in view of 
Shin etal. (US 4,226,228): 

20. Underwood teaches the use of stimulation electrodes on the system as 
previously described, but fails to show the assembly includes a button on the handle. 

21 . Shin teaches a surgical retractor (i.e. 10) which includes a handle (i.e. 14) with a 
button (i.e. 18) on it. Therefore, it would have been obvious to one having ordinary skill 
in the art at the time of Applicant's invention to modify the previously detailed retractor 
system by including a button on the handle as taught by Shin in order to allow for the 
practitioner to easily access it during a surgical procedure. 
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22. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayer in 
view of Mathews and Underwood, as applied to claim 7 above, and further in view of 
Streeter (US 6,273,905): 

23. Underwood teaches the system as previously described in detail above, but fails 
to show the control unit comprises a touch-screen display. 

24. Streeter teaches a method for performing spinal surgery in which a control unit 
(i.e. 14) with a touch screen (i.e. 48) is used. Therefore, it would have been obvious to 
one having ordinary skill in the art at the time of Applicant's invention to modify the 
system of Underwood to include a touch screen in communication with the control unit 
in order for the practitioner to easily input data as taught by Streeter (column 4, lines 49- 
53). 



25. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mayer in 
view of Mathews, as applied to claim 16 above, and further in view of Schrom et al. (US 
7,047,082): 

26. Mayer and Mathews disclose the surgical access method as previously 
described above, but are silent as to the step of performing neuromonitoring. 

27. Schrom teaches the step of neurostimulation to the spinal area using a 
neurostimulation lead, wherein said lead can be used for neuromonitoring (column 4, 
lines 1-8). Therefore, it would have been obvious to one having ordinary skill in the art 
at the time of Applicant's invention to perform the step of neuromonitoring as taught by 
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Schrom during the method steps of Mayer and Mathews in order to help diagnose 
neurological disorders. 

Response to Arguments 

28. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JONATHAN WERNER whose telephone number is 
(571)272-2767. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cris Rodriguez can be reached on (571) 272-4964. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

3/7/08 

/Jonathan Werner/ 
Examiner, Art Unit 3732 



/Cris L. Rodriguez/ 

Supervisory Patent Examiner, Art Unit 3732 



